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DETAILED ACTION 

Response to Arguments 

1 . Applicant's arguments filed on February 1 1 th , 2008, with respect to claims 52, 82 
and 93 have been fully considered and are persuasive. The previous rejection(s) of the 
office action dated December 1 1 th , 2007 has been withdrawn due to the newly found 
reference to Nelson et al. 

Claims 1-51, 56-65, 69, 79 and 84 are canceled and claims 52-55, 66-68, 70-78, 
80-83 and 85-107. 

Claim Rejections - 35 USC §102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent granted 
on an application for patent by another filed in the United States before the invention by the applicant 
for patent, except that an international application filed under the treaty defined in section 351(a) shall 
have the effects for purposes of this subsection of an application filed in the United States only if the 
international application designated the United States and was published under Article 21(2) of such 
treaty in the English language. 

3. Claims 82, 83, 85-94, 97 and 99-101 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Nelson et al. (US 7,188,627). 

4. As to claim 82, Nelson teaches an apparatus that comprises an appliance 52 (see 
figures 7A and 7B; column 10 lines 10-20) comprising two elongated curved elements 
made of biocompatible metal (see figures 7A and 7B; column 10 lines 45-55), each of 
the curved elements having a substantially circular dimension between a first end and a 
second end extending through more than 90 degrees of a circle (see figures 7A and 7B), 
the two elements being coupled together at respective first and second ends (see figures 
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7A and 7B), and being spaced apart from each other between the first and second ends to 
define an open interior space therebetween (see figures 7A and 7B), the appliance being 
sized and structured to be placed in or radially outwardly from the lateral and posterior 
walls of an oropharyngeal region of a human or animal with the length of at least one of 
the elongated elements extending generally laterally across the posterior wall and when 
so placed being effective in treating sleep apnea, wherein the appliance includes only two 
elongated curved elements, each of the curved elements has a curved length extending 
from the first end to the second end, and the first end and the second end define a gap 
therebetween extending outwardly away from the first and second curved elements 
having a gap length which is reduced relative to the curved length of each of the curved 
elements (see figure 7B; reference character 56 defines the a gap). 

5. As to claim 83, Nelson teaches an apparatus wherein the substantially circular 
dimension between the first end and the second ends extends through at least 180 degrees 
of a circle (see figures 7A and 7B). 

6. As to claim 85, Nelson teaches an apparatus wherein each if the two elongated 
elements comprises a resilient wire (see figures 7A and 7B; column 10 lines 10-20). 

7. As to claim 86, Nelson teaches an apparatus wherein the appliance comprises a 
C-shaped structure (see figures 7A and 7B; the loop in figures 7A and 7B is defined as 
C-shaped structure). 

8. As to claim 87, Nelson teaches an apparatus wherein the two elements are 
portions of the same structure (see figures 7A and 7B). 

9. As to claim 88, Nelson teaches an apparatus wherein the appliance has a lateral 
dimension defined by the distance between the first and second ends and a maximum 
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longitudinal dimension perpendicular to the lateral dimension which is less than the 
lateral dimension (see figures 7A and 7B). 

10. As to claim 89, Nelson teaches an apparatus wherein the appliance has a concave 
loop configuration when the appliance is so placed in the orophartngeal region (see 
figures 7A and 7B). 

11. As to claim 90, Nelson teaches an apparatus wherein the appliance is sized and 
structured to be placed below a soft palate of a human or animal (see column 6 lines 60- 
67; column 7 lines 1-10; and column 10 lines 10-20). 

12. As to claim 91, Nelson teaches an apparatus wherein the appliance is made of an 
elastic spring memory material (see column 10 lines 45-55). 

13. As to claim 92, Nelson teaches an apparatus wherein the appliance is made of 
nitinol (see column 10 lines 45-55). 

14. As to claim 93, Nelson teaches an apparatus that comprises an appliance 52 (see 
figures 7A and 7B; column 10 lines 10-20) comprising an elongated loop comprising 
first and second end portions and two spaced apart elongated elements extending between 
the first and second end portions (see figures 7A and 7B), the appliance being sized for 
introduction into an oropharyngeal region of a human or animal and deployable in a C 
shaped deployed configuration in which at least one of the elongated elements extends 
generally laterally across the posterior wall and second end portions bear against and 
provide an opening force against the lateral walls of the oropharyngeal region (see 
figures 7A and 7B; the loop in figures 7A and 7B is defined as C-shaped structure). 
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15. As to claim 94, Nelson teaches an apparatus wherein the appliance defines an 
open interior space between the spaced apart elongated elements (see figure 7B; 
reference character 56 defines the gap). 

16. As to claim 97, Nelson teaches an apparatus wherein the substantially C shaped 
configuration, the first and second end portions define a gap therebetween (see figure 
7B; the loop in figures 7A and 7B is defined as C-shaped structure). 

17. As to claim 99, Nelson teaches an apparatus wherein the appliance is 
biocompatible metal (see column 10 lines 45-55). 

18. As to claim 100, Nelson teaches an apparatus that comprises an appliance 
comprising a single continuous loop comprising first and second rounded end portions 
and two spaced apart elongated elements extending between the first and second end 
portions such that the loop defines an open interior space between the spaced apart 
elongated elements 52 (see figures 7A and 7B; column 10 lines 10-20), the appliance 
being sized for introduction into an oropharyngeal region of a human or animal and 
deployable in a C shaped deployed configuration in which the elongated elements 
extending generally laterally across the posterior wall and the first and second end 
portions bearing against and providing an opening force against the lateral walls of the 
oropharyngeal region (see figures 7A and 7B; the loop in figures 7A and 7B is defined 
as C-shaped structure). 

19. As to claim 101, Nelson teaches an apparatus wherein the appliance is 
biocompatible metal (see column 10 lines 45-55). 
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Claim Rejections - 35 USC §103 

20. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

21. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

22. Claims 52-55, 66-68, 70-78, 80, 81, 98 and 102-107 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Nelson et al. (US 7,188,627). 

23. As to claims 52-81, Neslon substantially discloses the method as claimed, see 
rejection above, including disclosing the method steps of providing an appliance 52 (see 
figures 7A and 7B; column 10 lines 10-20) made of a biocompatible metal below a soft 
palate of a human or animal in or radially outwardly from the lateral and posterior walls 
of an oropharyngeal (beneath the mucosal layer of the lateral and posterior walls of the 
oropharyngeal region) region of the human or animal (see figures 7A and 7B; column 
10 lines 45-55), the appliance so provided having at least two laterally positioned 
elements substantially longitudinally spaced apart from each other to define an open 
space therebetween (reference character 56 defines the open space) and providing an 
opening force against the lateral walls of the oropharyngeal region. 
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The method steps would have been obvious because they would have resulted 
from the use of the device of Nelson. 

24. As to claims 102 and 104-107, Nelson substantially discloses the method as 
claimed, see rejection above, including disclosing the method steps of providing an 
appliance 52 (see figures 7A and 7B; column 10 lines 10-20) comprising a continuous 
loop comprising first and second end portions and two spaced apart elongated elements 
extending between the first and second end portions; introducing the appliance into an 
oropharyngeal region (beneath the mucosal layer of the lateral and posterior walls of the 
oropharyngeal region); and releasing the appliance within the oropharyngeal region such 
that the elongated elements extends generally laterally across the posterior wall and the 
first and second end portions, bear against and provide an opening force against the 
lateral walls of the oropharyngeal region (see column 6 lines 60-67; column 7 lines 1- 
10; and column 10 lines 10-20). 

The method steps would have been obvious because they would have resulted 
from the use of the device of Nelson. 

25. As to claim 103, Nelson substantially discloses the method as claimed, see 
rejection above, including disclosing the method steps of providing an appliance that 
comprises a substantially C shaped configuration (see figures 7A and 7B; the loop in 
figures 7A and 7B is defined as C-shaped structure) with the first and second portions 
defining a gap therebetween when release within the oropharyngeal region (reference 
character 56 defines the gap). 

The method steps would have been obvious because they would have resulted 
from the use of the device of Nelson. 
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26. As to claim 98, Nelson substantially discloses the claimed invention; see rejection 
of claim 93 above, but does not disclose an appliance being expanded to a diameter 
greater than 32 mm in the deployed configuration. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify Nelson's 
invention by providing an appliance being expanded to a diameter greater than 32 mm in 
the deployed configuration in order to treat sleep apnea, since it has been held that where 
the general conditions of a claim are disclosed in the prior art, discovering the optimum 
or workable ranges involves only routine skill in the art. In re Alter, 105 USPQ 233. 

Election/Restrictions 

27. Claims 95 and 96 remain withdrawn from further consideration pursuant to 37 
CFR 1.142(b), as being drawn to a nonelected species, there being no allowable generic 
or linking claim. Applicant timely traversed the restriction (election) requirement in the 
reply filed on November 8 th , 2004. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NIHIR PATEL whose telephone number is (571)272- 
4803. The examiner can normally be reached on 7:30 to 4:30 every other Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Patricia Bianco can be reached on (571) 272-4940. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 


/Nihir Patel/ 
Examiner, Art Unit 3772 

/Patricia Bianco/ 

Supervisory Patent Examiner, Art Unit 3772 


